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Art Unit: 1651 

DETAILED ACTION 

Claims 28-51 are pending. 

Response to Amendment 

The amendment filed January 14, 201 1 , has been received and entered. The 
text of those sections of Title 35, U.S. Code not included in this action can be found in a 
prior Office action. The amendment has overcome the prior art rejection, however, a 
new search on the newly claimed invention has resulted in new art against the claims. 
Applicants did not previously claim a composition adapted for application to localized 
infection of the skin, nor did they claim an administering step to a localized infection of 
the skin. Also the new claims have prompted a new rejection under 35 USC 1 1 2, fourth 
paragraph, as well. 

Election/Restrictions 

Applicant's election with traverse of Group III in the reply filed on June 28, 2010, 
is acknowledged. The traversal is on the ground(s) that the claims have the same 
special technical feature. Note that claim 51 , should actually be in Group I because it is 
dependent upon claim 28, thus, Group III encompasses claims 45-50. This is not found 
persuasive because claim 35 requires a supernatant of which Group III is carried out 
with a live probiotic and the methods of Groups I and II are directed to different methods 
of which one is directed to live probiotic specific strains and the other a supernatant. 
Further, specific PMN cells are stimulated by one Group and not the other. Thus, a 
reference which reads on Groups I or II will not necessarily read on Group III. However, 
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upon the indication of allowable subject matter it is possible that the claims will be 
rejoined. 

The requirement is still deemed proper and is therefore made FINAL. 

Claims 28-44 and 51 are withdrawn from further consideration pursuant to 37 
CFR 1 .142(b), as being drawn to a nonelected inventions, there being no allowable 
generic or linking claim. Applicant timely traversed the restriction (election) requirement 
in the reply filed on June 28, 2010. 

Claim Rejections - 35 USC §112 

The following is a quotation of the fourth paragraph of 35 U.S.C. 1 1 2 

"a claim in a dependent form shall be construed to incorporate by reference all 
the limitations of the claim to which it refers" and requires the dependent claim to further 
limit the subject matter claimed." 

Claim 47 fails to specify a further limitation of the subject matter of claim 46 and 
is, therefore, unpatentable. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in a patent granted on an application for patent by another filed in the 
United States before the invention thereof by the applicant for patent, or on an international application 
by another who has fulfilled the requirements of paragraphs (1), (2), and (4) of section 371 (c) of this 
title before the invention thereof by the applicant for patent. 

The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act 
of 1999 (AIPA) and the Intellectual Property and High Technology Technical 
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Amendments Act of 2002 do not apply when the reference is a U.S. patent resulting 
directly or indirectly from an international application filed before November 29, 2000. 
Therefore, the prior art date of the reference is determined under 35 U.S.C. 102(e) prior 
to the amendment by the AIPA (pre-AlPA 35 U.S.C. 1 02(e)). 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21 (2) 
of such treaty in the English language. 

Claims 45-47 and 49 are rejected under 35 U.S.C. 102(e) as being clearly 
anticipated by newly cited Wynne et al (USP 7125708), see enclosed PTO-892 Form. 

Claims are drawn to a pharmaceutical composition adapted for application to 
localized infection of the skin comprising a non-pathogenic culture of a probiotic and a 
pharmaceutical^ acceptable carrier and a method comprising administering to a 
localized infection of the skin of a subject, therefor. 

Wynne et al teach a pharmaceutical composition adapted for application to 
localized infection of the skin comprising a non-pathogenic culture of a probiotic (col. 4, 
lines 24-25, 55-65 and 33 and col. 5, lines 1-20 and a pharmaceutically acceptable 
carrier (col. 4, lines 31-33) and a method comprising administering to a localized 
infection of the skin (urinary tract) of a subject, therefor, col. 4, line 2. 

The claims are identical to the disclosure teachings of Wynne et al and are, 
therefore, considered to be anticipated by the teachings of Wynne et al. 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
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A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

Claims 46 and 48 are rejected under 35 U.S.C. 102(a) as being clearly 
anticipated by Glenn et al (USPUB 20020159976), cited on enclosed PTO-892 Form. 

Claims are drawn to method of treating a subject having the infectious disease 
localized to an infected wound, comprising using a composition comprising a 
nonpathogenic probiotic. 

Glenn et al teach a method of treating a subject having the infectious disease 
localized to an infected wound, comprising using a composition comprising a 
nonpathogenic probiotic, note page 123, col. 2, lines 30-35. 

The claims are identical to the disclosure teachings of Glenn et al and are, 
therefore, considered to be anticipated by the teachings of Glenn et al. 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of application for patent in 
the United States. 

Claims 45-47 are rejected under 35 U.S.C. 102(b) as being anticipated by newly 
cited Mollett et al (USP 5756665), see enclosed PTO-892 Form. 
Claims are discussed above. 

Mollett et al teach that similarly to the invention of Mollett et al, a bacteriocin has 
been isolated from Lactococcus lactis note col. 1 , lines 30-35. Mollett et al teach a 
bacteriocin which is isolated from supernatant of a probiotic microorganism, note col. 1 , 
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lines 10-15 and col. 2, lines 20-25 and 30-36. Furthermore, the supernatant or probiotic 
are useful for treating pathogenic bacteria of the skin, note col. 5, lines 23-25. 

Claims are identical to the disclosure of Mollett et al and are considered, 
therefore, to be anticipated by the teachings of Mollett et al. The carrier is present in the 
composition because the probiotic is in the form of creams or powders. Thus, the 
carrier is inherent in the composition and must be, therefore, a pharmaceutically 
acceptable carrier or diluent. Also the micoorganism is disclosed to be food grade and 
is applicable to the skin to combat pathogenic bacteria of the skin of which is inherently 
present in an infectious disease localized to the skin. Furthermore, an infectious 
disease is well known to include mastitis of which is inherently treatable with the 
composition of Mollett et al. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
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consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 1 03(a). 

Claim 50 is rejected under 35 U.S.C. 103(a) as being unpatentable over newly 
cited Mollett et al, discussed above and cited on enclosed PTO-892 Form, in view of 
newly cited Twomey et al, cited on previously enclosed PTO-1449 Form. 

Claim is drawn to treating mastitis using supernatant composition. 

Mollett et al teach a bacteriocin which is isolated from supernatant of a probiotic 
microorganism, note col. 1, lines 10-15 and col. 2, lines 20-25 and 30-36. Furthermore, 
the supernatant or probiotic are useful for treating pathogenic bacteria of the skin, note 
col. 5, lines 23-25. 

Twomey et al teach treating mastitis using a bacteriocin, see pages 1981-1988. 

Claim differs from Mollett et al in that mastitis is not disclosed. 

It would have been obvious to one of ordinary skill in the art at the time the 
claimed invention was made to select the supernatant containing bacteriocin as 
disclosed by Mollett et al to treat mastitis as disclosed by Twomey et al because the 
combined prior art clearly suggest that mastitis is treatable using a bacteriocin of which 
is well known to be obtained from probiotic supernatant as disclosed by Mollett et al. 
Clearly one of skill would have been motivated to use the whole supernatant to simplify 
the treatment process because Mollett et al do treat that the supernatant can be used to 
treat skin to combat pathogenic bacteria of which cause infections such as mastitis as 
disclosed by Twomey et al. Clearly the claim is prima facie obvious over the cited prior 
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art. In the absence of persuasive evidence to the contrary the claims are rendered 
prima facie obvious over the cited prior art. 

Response to Arguments 
Applicant's arguments filed January 14, 201 1 , have been fully considered but 
they are not persuasive. The newly cited applied art clearly disclose administering and 
treating infections of skin and the composition is clearly anticipated by the cited prior art 
as disclosed and discussed above. The cited prior art composition is administered to 
the skin and is, therefore, adapted for administration to the skin infection, as newly 
recited in the claims. In response to applicant's argument that the references fail to 
show certain features of applicant's invention, it is noted that the features upon which 
applicant relies (i.e., infusions described in the exemplified specification for treating the 
udders of mastitis-infected cows) are not recited in the rejected claim(s). Although the 
claims are interpreted in light of the specification, limitations from the specification are 
not read into the claims. See In re Van Geuns, 988 F.2d 1 181 , 26 USPQ2d 1057 (Fed. 
Cir. 1993). 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
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mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

All claims fail to be patentably distinguishable over the state of the art discussed 
above and cited on the enclosed PTO-892 and/or PTO-1449. Therefore, the claims are 
properly rejected. 

The remaining references listed on the enclosed PTO-892 and/or PTO-1449 are 
cited to further show the state of the art. 
No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to DEBBIE K. WARE whose telephone number is 
(571)272-0924. The examiner can normally be reached on 9:30-6:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mike Wityshyn can be reached on 571-272-0926. The fax phone number 
for the organization where this application or proceeding is assigned is 571 -273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Deborah K. Ware/ 
Deborah K. Ware 
Primary Examiner 
Art Unit 1651 



